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6.0 ACCREDI TI NG AUTHORI TY
6.1 FOREWORD

NELAC (the National Environnmental Laboratory Accreditation
Conference) is a systemfor national standardization as a whole.
State and Federal Accreditation Authorities that are nmenbers of
NELAC participate in the devel opnment of National Standards

t hrough standing conmttees established by the respective NELAC
to deal with particular fields of technical activity. NELAC
techni cal and standing commttees coll aborate in fields of nutual
i nterest.

This Section defines the NELAC Environnmental |aboratory
accreditation systens - CGeneral recommendations for the
acceptance of accreditation authorities, and, Testing |aboratory
accreditation systens - Ceneral recommendations for operation. It
was drawn up by the NELAC Standing Committee on Accreditation

Aut hority, on the basis of a draft transmtted by the National
Envi ronnment al Laboratory Accreditation Conference and in

col | aboration with | aboratory experts.

Its object is to provide definition for the setting up and
operation of a Laboratory accreditation authority and to define
NELAC acceptance of accreditation authority based on NELAC
recognition. It is recognized that as a precondition for
acceptance of an accreditation authority the authority nust grant
reci procal recognition to all NELAC accepted authorities.

This section is organi zed based upon | SO | EC Gui de 25:1990,

| SO | EC Gui de 58:1993 and | LAC Fourth Draft:1994. In sone cases

t he nanes of major headings are slightly different than the
referred to docunents, however, the content of such sections
nmeets the intent of the referenced docunents. \Were deened
necessary, specific areas within this section nay contain nore
information than required by the international standards referred
t o.

This section defines the accreditation authority as the

organi zation which is ultimately responsible for the
accreditation system The accreditation authority may choose to
enpl oyee a public or non public organization to carry out sone of
its responsibilities in nmeeting this NELAC Standard requirenments
for accrediting | aboratories. This organization is referred to as
the accreditation body. It is recognized that sone accreditation
authorities will choose to utilizes accreditation bodies to aid
in fulfilling their NELAC responsibilities. This section details
what functions nust be carried out and delineates those functions
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whi ch can be del egated to an accrediting body and what functions
must remain with the accrediting authority.

Wi | st NELAC Section 6 is intended to provide guidance, it is
hoped that any additions to the docunents made in introducing
systens fromthe NELAC participating authorities would be
mnimal. In recognition of the fact that sone authorities may
choose to adopt the NELAC Standards directly, they are witten to
enable this to be done by including words such as "shall" to

i ndi cate those aspects which desirably woul d be nmandatory.

Environnental testing | aboratory accreditation systens - General
requi renents for operation and recognition

6.2 SCOPE

Thi s docunent sets out the general requirenments for the operation
of a systemfor accreditation of Environmental testing

| aboratories so that the accreditations granted and the services
covered by the accreditations may be recognized at a national or
an International |level and the agency, operating the
accreditation system may be recogni zed at national or

I nternational |evel as conpetent and reliable.

Users of the services of an accreditation body, other than the -
| aboratories accredited by the accreditation authority, may
require conpliance with requirenents additional to those
specified in this docunent. (See Section 1.8.2 on suppl enental
accreditation)

The object of this docunent is to provide guidance for the
setting up and operation of an accreditation authority and to
facilitate agreenments on recognition of accreditation of

| aboratories between accreditation authorities and to define
NELAC acceptance of accreditation authority based on NELAC
recognition. It is recognized that as a precondition for
acceptance of an accreditation authority the authority nust grant
reci procal recognition to all NELAC accepted authorities.

NOTE - It is recognized that agreenents on nutual recognition of
accreditations aimng at the renoval of barriers to across-border
trade may have to cover other aspects not explicitly specified in
t hese general requirenments. To create confidence and harnoni ze
the interpretation and inplenentation of standards, each
accreditation authority should encourage technical cooperation
and exchange of experience anong | aboratories accredited by it,
and it should be prepared to exchange information on
accreditation procedures and practices with other accreditation
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aut horiti es.
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6.3 REFERENCES

NOTE : This section should be added to the APPENDI X B
Bl BLI OGRAPHY as References for Accreditation Authorities

| SO | EC Guide 2:1991, Ceneral terns and their definitions
concerni ng standardi zation and rel ated activities.

| SO | EC Gui de 25:1990, General requirenents for the conpetence of
calibrations and testing | aboratories

| SO | EC Gui de 43:1984, Devel opnent and operation of |aboratory
proficiency testing.

| SO 8402, Quality managenent and quality assurance - Vocabul ary.

| SO 10011-1: 1990, Cuidelines for auditing quality systenms-Part 1
Audi ti ng

| SO 10011-2: 1991, guidelines for auditing quality systens - Part
2: Qualification criteria for quality systens auditors.

6.4 DEFI NI TI ONS

The relevant definitions contained in ISOIEC Guide 2 are
applicable. See APPENDI X A for this Standards Definitions.

6.5 ACCREDI TATI ON AUTHORI TY
6.5.1 Ceneral provisions

6.5.1.1 The procedures under which the accreditation Authority
operates shall be admnistered in a non-discrimnatory manner.

Access to an accreditation system operated by an accreditation
authority shall not be conditional upon the size of the

| aboratory or nmenbership of any association or group, nor shal
t here be undue financial conditions to restrict participation.

6.5.1.2 The conpetence of an applicant | aboratory shall be
assessed by the accreditation authority against all of the
requi renents of the requirenents of the NELAC Standards.

6.5.1.3 The requirenents of the NELAC Standards may have to be
interpreted for a specific calibration or test by the
accreditation authority. These interpretations shall be

formul ated by relevant and inpartial commttees or persons
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possessi ng the necessary technical conpetence. They shall be
publ i shed by the accreditation authority.

6.5.1.4 The accreditation authority shall require accredited
| aboratories to maintain inpartiality and integrity.

6.5.1.5 The accreditation authority and accreditation body shall
confine its requirenents, assessnent and deci sion on
accreditation to those matters specifically related to the scope
of the accreditation being considered.

6.5.2 Organi zation of the accreditation authority
6.5.2.1 The accreditation authority shall
a) be alegally identifiable, public entity;

b) have rights and responsibilities relevant to its assessnent
activities;

c) have adequate arrangenents to cover liabilities arising from
its operations and/or activities;

d) have the financial stability and resources required for the
operation of an accreditation assessnent system

e) have and nmake avail abl e on request a description of the neans
by which it receives its financial support;

f) enploy a sufficient nunber of personnel having the necessary
education, training, technical know edge and experience for
handling the type, range and vol une of work perfornmed, under a
seni or executive who is responsible to the organization, agency
or board to which it reports;

g) have a quality system including an organizational structure
that enables it to give confidence inits ability to operate a
| aboratory accreditation assessnent system satisfactorily;

h) have docunmented policies and procedures for the operation of
the quality systemthat include:

-- policies and deci si on-naki ng procedures that distinguish
bet ween | aboratory accreditati on assessnent and any ot her
activities in which the agency is engaged;

-- policies and procedures for the resolution of conplaints and
appeal s received from | aboratories about the handling of
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accredi tation assessnent matters, or fromusers of services about
accredited | aboratories or any other matters.
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i) together with its program manager, and staff, be free from
any comrercial financial and other pressures which m ght
i nfluence the results of the accreditation process;

J) have formal rules and structures for the appoi ntnent and
operation of commttees involved in the accreditation assessnent
process; such commttees shall be free fromany comerci al,
financial and other pressures that m ght influence decisions or
shal | have a structure where nenbers are chosen to provide
inpartiality through a bal ance of interests where no single

i nterest predom nat es;

[ Expl ai natory Note: Conmttees referred to here may be the NELAC
Standi ng Commi tt ees]

k) establish one or nore technical commttees, each responsible,
within its scope, for advising the accreditation authority on the
technical matters relating to the operation of its accreditation

system

) not offer consultancies or other services which may
conprom se the objectivity of its accreditation assessnent
process and deci si ons;

m have arrangenents that are consistent with applicable laws, to
safeguard, at all levels of its organization (including
commttees), confidentiality of the information obtained relating
to applications, assessnent and accreditation of |aboratories.

[ Expl ai natory Note: Conmttees referred to here may be the NELAC
St andi ng Commi tt ees]

6.5.2.2 The accreditation authority shall have arrangenments for
either controlling the owership, use and display of the
accreditation docunents or controlling the manner in which an
accredited | aboratory may refer to its accredited status, or

bot h.

6.5.3 Qual ity system

6.5.3.1 The accreditation authority shall operate a quality
system appropriate to the type, range and vol une of work
performed. This system shall be docunmented and the docunentation
shal |l be available for use by the accreditation authority staff.
The accreditation authority shall designate a person having
direct access to its highest executive level, to take
responsibility for the quality system and the nai ntenance of the
qual ity docunentati on.
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6.5 3 2 The quality systemshall be docunented in a quality
manual and associ ated quality procedures, and the quality nanual
shall contain or refer to at least the foll ow ng:

a) a quality policy statenent;
b) the organizational structure of the accreditation authority;

c) the operational and functional duties and services pertaining
to quality, so that each person concerned will know the extent
and the limts of their responsibility;

d) adm nistrative procedures including docunent control;

e) policies and procedures to inplenent the accreditation
assessnent process;

f) arrangenents for feedback and corrective actions whenever
di screpanci es are detected,;

g) the policy and procedures for dealing with appeals, conplaints
and di sputes;

h) the policy and procedures for conducting internal audits;

i) the policy and the procedures for conducting quality system
revi ews;

j) the policy and the procedures for the recruitnment and training
of assessors and nonitoring their performance.

6.5.3.3 The accreditation authority shall audit its activities to
verify that they conply with the requirenents of the quality
system The quality systemshall also be audited and reviewed to
ensure its continued effectiveness. Audits and reviews shall be
carried out systematically and periodically and recorded together
with details of any corrective actions taken.

6.5.3.4 The accreditation authority shall maintain records to
denonstrate that accreditation procedures have been effectively
fulfilled, particularly with respect to application forns,
assessnment reports, and reports relating to granting,

mai nt ai ni ng, extendi ng, suspending or w thdrawi ng accreditation.
These accreditation docunents shall formpart of the record.

6.5.3.5 The accreditation authority shall have a policy and
procedures for retaining records for a period consistent wwth its
contractual and | egal obligations. The accreditation authority
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shal | have policies and procedures concerning access to these
records consistent wwth 6.6.2.1 (m of this docunent.

6.5.4 Granting, naintaining, extending, suspending and
wi t hdrawi ng accreditation

6.5.4.1 The accreditation authority shall specify the conditions
for granting, maintaining and extending accreditation and the
condi ti ons under which accreditati on may be suspended or

wi thdrawn, partially or in total for all or part of the

| aboratory's scope of accreditation. These conditions are defined
in this NELAC St andard.

6.5.4.2 The accreditation authority shall have arrangenments to
grant, maintain, suspend or withdraw accreditation, increase or
reduce the scope of accreditation or require reassessnent, in the
event of changes affecting the | aboratory's activity and
operation, such as changes in personnel or equipnment, or if

anal ysis of a conplaint or any other information indicates that
the | aboratory no |l onger conplies with the requirenents of the
accreditation authority.

6.5.4.3 The accreditation authority shall have arrangenents
relating to the transfer of accreditation when the |egal status
(e.g. ownership) of the accredited | aboratory changes.

6.5.5 Docunent ati on

The accreditation authority shall provide (through publications,
el ectronic nedia or other neans), update at adequate intervals,
and nake avail abl e on request

a) information about the authority under which accreditation
systens operated by the accreditation authority were established
and speci fying whether they are mandatory or vol untary;

b) a docunment containing its requirenents for accreditation in
accordance wth the present docunent;

c) a docunment stating the arrangenents for granting maintaining,
ext endi ng, suspendi ng and w t hdrawi ng accreditation;

d) information about the assessnment and accreditation process;

e) general information on the fees charged to applicant and
accredited | aboratories;

f) a description of the rights and duties of accredited
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| aboratories as specified in 6.7.1,6.7.2 and 6.7.3 of this
docunent, including requirenents, restrictions or limtations on
the use of the accrediting authority's logo and on the ways of
referring to the accreditation granted.

6.6 LABORATORY ASSESSORS
6.6.1 Requi renents for assessors

The assessor or assessnent team appointed to assess a | aboratory
shal |

a) be famliar with the relevant | egal regul ations, accreditation
procedures and accreditation requirenents;

b) have a thorough know edge of the rel evant assessnent nethod
and assessnent docunents;

c) have appropriate technical know edge of the specific tests or
types of calibrations or tests for which accreditation is sought
and, where relevant, with the associ ated sanpling procedures;

d) be able to comunicate effectively, both in witing and
orally;

e) be free of any commercial, financial or other pressures or
conflicts of interest that m ght cause assessor(s) to act in
other than an inpartial or non-discrimnatory manner;

f) not have offered consultancies to | aboratories which m ght
conprom se their inpartiality in the accreditation process and
deci si ons.

NOTE - Cui dance on personal attributes of assessors may be
obt ai ned from section 3. 2.

6.6.2 Qualification procedures for assessors

The accreditation authority shall have an adequate procedure for
a) qualifying assessors, conprising an assessnment of their
conpetence and training, and attendance at one or nore actual
assessnments with a qualified assessor, and

b) nmonitoring the performance of assessors.

6.6.3 Contracting of assessors
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The accreditation authority shall require the assessors and/or
the accreditation authority to sign a contract or other docunent
by which they commt thenselves to conply with the rul es defined
by the accreditation agency, including those relating to
confidentiality and those relating to commerci al and ot her
interests, and any prior association with |aboratories to be
assessed.

6.6.4 Assessor records

The accreditation authority and body shall possess and maintain
up-to-date records on assessors consisting of

a) nane and address;

b) organization affiliation and position held;

c) educational qualification and professional status;
d) work experience;

e) training in quality assurance assessnent and calibration and
testing;

f) experience in | aboratory assessnment, together with field of
conpet ence,;

g) date of nobst recent updating of record.

6.6.5 Procedures for assessors

Assessors shall be provided with an up-to-date set of procedures
gi ving assessnent instructions and all relevant information on
accreditation arrangenents.

6.7 ACCREDI TATI ON PROCESS

6.7.1 Application for accreditation

6.7.1.1 A detailed description of the assessnent and
accreditation procedure, the docunents containing the

requi renents for accreditation and docunents describing the
rights and duties of accredited | aboratories (including fees to
be paid by applicant and accredited | aboratories) shall be

mai nt ai ned up-to-date and given to applicant |aboratories.

6.7.1.2 Additional relevant information shall be provided to
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applicant | aboratories on request.

6.7.1.3 A duly authorized representative of the applicant
| aboratory shall be required to sign an official application
form in which or attached to which

a) the scope of the desired accreditation is clearly defined;

b) the applicant's representative agrees to fulfil the
accreditation procedure, especially to receive the assessnent
team to pay the fees charged to the applicant |aboratory

what ever the result of the assessnent may be, and to accept the
charges of subsequent nmi ntenance of the accreditation of the

| abor at ory;

c) the applicant agrees to conply with the requirenents for
accreditation and to supply any infornmation needed for the
eval uation of the | aboratory.

[ Expl anatory Note: See Sections 4.1.9 and 4.1.7 for additional
i nformati on]

6.7.1.4 The followng mninmminformation shall be provi ded by
the applicant |aboratory prior to the on-site assessnent:

a) the general features of the applicant |aboratory (corporate
entity; nane, address, |egal status, human and techni cal
resour ces;

b) general information concerning the | aboratory covered by the
application, such as primary function, relationship in a |arger
corporate entity and, if applicable, physical |ocation of

| abor atories invol ved;

c) a definition, for the calibrations concerned, of the type of
measur enent perforned, the neasurenent range and best neasurenent
capability, and for tests, of the materials or products tested,

t he nmet hods used and the tests perforned,

d) a copy of the |laboratory's quality manual and, where required,
t he associ at ed docunent ati on.

The information gathered shall be used for the preparation of
on-site assessnent and shall be treated with appropriate
confidentiality

6.7.2 Assessnment
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6.7.2.1 The accreditation body shall appoint qualified
assessor(s) to evaluate all material collected fromthe applicant
and to conduct the assessnent on its behalf at the | aboratory and
any other sites where activities to be covered by the
accreditation are perforned.

6.7.2.2 To ensure that a conprehensive and correct assessnent is
carried out, each assessor shall be provided with the appropriate
wor ki ng docunents.

6.7.2.3 The date of assessnent shall be nutually agreed with the
applicant |aboratory. The latter shall be informed of the
nanme(s) of the qualified assessor(s) nomnated to carry out the
assessnment, with sufficient notice so that the | aboratory is

gi ven an opportunity to appeal against the appoi ntnment of any
particul ar assessor.

6.7.2.4 The assessor(s) shall be formally appointed. A |ead
assessor shall be appointed, If relevant. The mandate given to
the assessor(s) shall be clearly defined and made known to the
appl i cant | aboratory.

[ Expl anat ory NOTE - GCui dance on procedures for assessnent may be
obtained in Section

4.1.2 ,and Section 3.0 .]
6.7.3 Sub-contracti ng of assessnent

6.7.3.1 If an accreditation authority decides to delegate fully
or partially the assessnent of a |aboratory to an accreditation
body, then the accreditation authority shall take ful
responsibility for such an assessnent nmade on its behal f.

6.7.3.2 The accreditation authority shall ensure that any
accreditation body to which assessnent has been del egated is
conpetent and conplies with the applicable provisions of this
docunment and is a NELAC recogni zed accreditation body.

6.7.4 Assessnent report

6.7.4.1 The accreditation authority may adopt reporting
procedures that suit its needs but as a m ninumthese procedures
shal | ensure that

a) a neeting takes place between the assessor or assessnent team
and the | aboratory nmanagenent prior to |l eaving the |aboratory, at
which tinme the assessnment team provides a witten or oral report
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on the conpliance of the applicant |aboratory with the
accreditation requirenents;

b) the assessor or assessnent team provides the accreditation
authority with a detail ed assessnent report containing al

rel evant information concerning the ability of the applicant

| aboratory to conply with all of the accreditation requirenents,
i ncl udi ng any whi ch may conme about fromthe results of
proficiency testing;

c) a report on the outcone of the assessnment is pronptly brought
to the applicant | aboratory's notice by the accreditation
authority, identifying any non-conpliances that have to be

di scharged in order to conply with all of the accreditation
requi renents. The |laboratory shall be invited to present its
comments on this report and to describe the specific actions
taken, or planned to be taken within a defined tinme, to renedy
any non-conpliances with the accreditation requirenents
identified during the assessnent;

d) and other requirenents of this NELAC Standard.

[ Expl anat ory Note: See Sections 3.5 and 3.2.7 ]

6.7.4.2 The final report authorized by the accreditation
authority and submtted to the | aboratory, shall include as a
m ni mum

a) date(s) of assessnent(s);

b) the nanme(s) of the person(s) responsible for the report;

c) the names and addresses of all the |aboratory sites assessed;
d) the assessed scope of accreditation or reference thereto;

e) coments of the assessor(s) or assessnent teamon the
conpliance of the applicant |aboratory with the accreditation
requirenents;

f) and other requirenents of this NELAC Standard.

6.7.4.3 The reports should take into consideration:

a) the technical qualification, experience and authority of the
staff encountered, especially the persons responsible for the

technical validity of calibration certificates, test reports or
test certificates;
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b) the adequacy of the internal organization and procedures
adopted by the applicant |aboratory to give confidence in the
quality of its services, and of the physical facilities, i.e.,the
envi ronment and the test equi pnent of the |aboratory, including
mai nt enance and cal i bration, having regard to the volunme of work
undert aken;

c) any proficiency testing or other interlaboratory conparison
performed by the the applicant | aboratory, the results of this
proficiency testing, and the use of these results by the

| abor at ory;

d) the actions taken to correct any non-conpliances identified at
previ ous assessnents;

e) and other requirenents of this NELAC Standard.
[ Expl anatory Note: See Section 3.0]
6.7.5 Deci sion on accreditation

6.7.5.1 The decision whether or not to accredit a |aboratory
shall be taken by the accreditation authority on the basis of the
informati on gathered during the accreditation process according
to 6.4.2.1

6.7.5.2 The accreditation authority shall not delegate its
responsi bility for granting, maintaining, extending, suspending
or withdrawi ng accreditation.

6.7.6 Granting accreditation

6.7.6.1 The accreditation authority shall transmt to each
accredited | aboratory formal accreditati on docunents such as a
letter or a certificate signed by an officer who has been

assi gned such responsibility. These formal accreditation
docunents shall permt identification of

a) the name and address of the | aboratory that has been
accredited;

b) the scope of the accreditation, including:

1) the calibrations or tests, or types of calibration or test,
for which accreditation has been granted,

2) for calibrations, the type of nmeasurenment perfornmed, the
measur enent range and best neasurenent capability;
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3) for tests, the materials or products tested, the nethods used
and the tests perforned;

4) for specific calibrations and tests for which accreditation
has been granted, the nethods used defined by witten standards
or reference docunents that have been accepted by the
accreditation body;

c) the effective date of accreditation, and the termof the
accreditation if applicable;

d) the accredited | aboratory by a uni que nunber;
e) and other requirenents of this NELAC Standard.

[ Expl anatory Note: See Section 4. 6]
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6.7.7 Surveil |l ance and reassessnent of accredited
| abor atori es

6.7.7.1 The accreditation authority shall have an established
docunent ed program consistent with the accreditation granted for
carrying out periodic surveillance and reassessnent at
sufficiently close intervals to ensure that its accredited

| aboratories continue to conply with the accreditation
requirenents.

[ Expl anatory Note: See Section 4.3.2 ]

6.7.7.2 Surveillance and reassessnent procedures shall be
consistent with those concerning the assessnent of |aboratories
as described in this NELAC St andard.

6.7.8 Proficiency testing

6.7.8.1 Laboratories shall be required by the accreditation
authority to participate in proficiency testing as described in
t hi s NELAC St andard.

6.7.8.2 Proficiency testing may be organi zed by the
accreditation authority itself or by any other agency judged
conpetent. Proficiency testing should be consistent with the
provi sions contained in this NELAC Standard.

6.7.8.3 Accredited | aboratories shall participate in proficiency
testing or other interlaboratory conparisons as required by this
NELAC Standard. Their performance in such tests shall neet the
requi renents of the NELAC Standard.

[ Expl ai natory Note: See Sections 2.0 and 4. 0]

6.7.9 Certificates or reports issued by accredited
| aborat ori es

6.7.9.1 An accreditation authority shall normally allow an
accredited | aboratory to refer to its accreditation in test
reports that contain only the results of tests for which
accreditation is held.

6.7.9.2 The accreditation authority shall have a policy that
defines the circunstances in which accredited | aboratories are
permtted to include, in test reports the results of tests for
whi ch accreditation is not held and the results of sub-contracted
t ests.
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6.8 RELATI ONSHI P BETWEEN ACCREDI TATI ON AUTHORI TY,
ACCREDI TATI ON BODY AND LABORATORY

6.8.1 The accreditation authority shall have arrangenents to
ensure that the |aboratory and its representatives afford such
accommodati on and cooperation as is necessary to enable the
accreditation authority to verify conpliance with the

requi renents for accreditation. These arrangenments shall include
provi sion for exam nation of docunentation and access to al
calibration and testing areas, records and personnel for the

pur poses of assessnent, surveillance, reassessnent and resol ution
of conpl aints.

6.8.2 The accreditation authority shall require that an
accredited | aboratory

a) at all tinmes conplies with the relevant provisions of this
docunent ;

b) clains that it is accredited only in respect of services for
which it has been granted accreditation and which are carried out
i n accordance with these conditions;

c) pays such fees as shall be determ ned by the accreditation
aut hority;

d) does not use its accreditation in such a manner as to bring
the accreditation authority into disrepute and does not nake any
statenent relevant to its accreditation which the accreditation
authority may consider m sl eading or unauthorized;

e) upon suspension or withdrawal of its accreditation (however
determ ned) forthwith discontinues its use of all advertising
matter that contains any reference thereto and returns any
certificates of accreditation to the accreditation authority;

f) does not use its accreditation to inply product approval by
the accreditation authority;

g) endeavors to ensure that no report nor any part thereof is
used in a m sl eadi ng manner;

h) I'n making reference to its accreditation status in

communi cation nedia such as advertising, brochures or other
docunents, conplies with the requirenents of the accreditation
authority.

6.8.3 Notification of change
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6.8.3.1 The accreditation authority shall have arrangenents to
ensure that an accredited |aboratory infornms it w thout delay of
changes in any aspect of the | aboratory's status or operation
that affects the | aboratory's

a) legal, commercial or organizational status;

b) organi zation and nmanagenent, e.g. key managerial staff;
c) policies or procedures, where appropriate;

d) prem ses;

e) personnel, equipnent, facilities, working environnent or other
resources, where significant;

f) authorized signatories;

or other such matters that may affect the | aboratory's
capability, or scope of accredited activities, or conpliance with
the requirenents in this docunent or any other relevant criteria
or conpetence specified by the accreditation authority.

6.8.3.2 Upon recei pt of due notice of any intended changes
relating to the requirenents of this docunent, the rel evant
criteria of conpetence and any ot her requirenents prescribed by
the accreditation authority, the accreditation authority shal
ensure that the |aboratory carries out the necessary adjustnents
to its procedures within such tine as, in the opinion of the
authority, is reasonable. The |aboratory shall notify the agency
when such adjustnents have been made.

6.8.4 Directory of accredited | aboratories

The accreditation authority shall produce periodically a
directory of accredited |aboratories describing the accreditation
gr ant ed.

6.9 RECOGNI TI ON CRI TERI A FOR AN ACCREDI TI NG AUTHORI TY BY
NELAC

An accreditation authority or body will make application to NELAC
by the follow ng procedures. To be NELAC recognized an
accreditation authority nust be successfully audited by a NELAC
team every two years.

6.9.1 Scope of Agreenents
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6.9.1.1 Except where an accreditation programis restricted to
l[imted areas, it is expected that the NELAC recognition
agreenent will normally be conprehensive in nature.

6.9.1.2 It should be recogni zed however, that sonme NELAC
recognition agreenents may cover only subsets of scope.

6.9.2 Preparation for Eval uations

6.9.2.1 Once a decision has been nmade to proceed with

negoti ations for a NELAC recognition agreenent and the scope to
be covered, a nunber of preparatory steps are required. These

i nclude the need for exchange of a formal letter agreeing to
pursue a recognition agreenment and the need to set a tinetable
for evaluations. It wll be necessary for formal applications to
be submtted in accordance with the published policies and
procedures of the NELAC to the office of the NELAP.

6.9.2.2 It wll be necessary to confirmin witing the criteria
which will be used in the evaluation process and these w ||l
normally be in terns of the current NELAC Standard. If there are
additional criteria established for eval uations, these should be
made clear to all parties.

6.9.2.3 Additional criteria used in evaluations for NELAC
recognition agreenents, include the foll ow ng:

(a) The accreditation authority nust be an operational, rather
than a proposed system

(b) The accreditation authority nmust have a m ninmum | evel of
oper ational experience, such as reaching the stage of processing
its first rounds of surveillance or nonitoring visits to
accredited | aboratories;

(c) The accreditation authority nust have a full-tinme program
manager ;

(d) The program nmanager of the accreditation authority or the
seni or support staff should have sufficient experience in the
devel opment or operation of a | aboratory accreditation authority;

(e) The accreditation authority has granted a reasonabl e nunber
of accreditations or performed a reasonabl e nunber of
accreditation assessnents;

(f) The accreditation system nust have access to an appropriate
measurenent systemthat allows accredited | aboratories to nake
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measurenents that are traceable to national or international
st andards of measurenent.

6.9.2.4 To prepare for an evaluation, the accreditation authority
will need to provide background information on their
accreditation program Such background information wll be
required to be submtted with the formal application. This

i ncludes statenents of the accreditation authority's operational
status; its relationship to governnent and any statutory
authority it has in |l aboratory accreditation; the accreditation
criteria it uses; details of its staffing; the fields of
accreditation in which it operates; and statistics on the nunbers
of accreditations granted and surveillance and reassessnent
details.

6.9.2.5 To prepare for formal evaluations for a NELAC recognition
agreenent, it will be necessary to provide nmaj or docunentation
relevant to the accreditation authority's' operations. This
docunent ati on i ncl udes:

(a) The accreditation authority's quality manual or other
docunent ati on which contains the policies and procedures of the
accreditation authority and responsibilities for inplenentation;

(b) all technical criteria published by the accreditation
aut hority;

(c) non-technical criteria published by the accreditation
authority, including any formal rules or regulations affecting
the accrediting authority's operation and the responsibilities
and obligations of its accredited | aboratories;

(d) any explanatory material describing the nmechanics of
operation of the |aboratory accreditation system including
annual reports, questionnaires, newsletters, guidance docunents,
reports of proficiency testing prograns, etc;

(e) full details of the conposition and backgrounds of the
full-time staff of the accreditation authority, including their
years of experience in |aboratory accreditation activities;

(f) a copy of the authority's directory or other listings of the
nanmes and scope of accreditation of all |aboratories accredited
by the authority;

(g) descriptions of any separate functions or affiliations of the
authority to activities other than | aboratory accreditation,
(such as environnental sanple analysis, product certification,
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standards witing, etc);

(h) details of any formal recognitions or reciprocal agreenents
held by the authority either donestically or internationally,

i ncludi ng recognition by governnent authorities, private sector
organi zati ons, other |aboratory accreditation systens, etc;

(1) a statenment of the accreditation authority's conpliance with
NELAC St andards, and any other specifications relevant to an
agr eenent .

6.9.2.6 Wiere the accreditation authority subcontracts the task
of assessnment or other relevant activities to an accreditation
body, the evaluation will need to include assessnent of the roles
of the accreditation body. Accordingly, any docunentation of the
type listed in 6.7.2.? which covers the subcontractors roles,
shoul d al so be exchanged prior to an eval uati on.

6.9.2.7 After collection and study of the above material, the
NELAC assessnent teamw || prepare a detailed program of the main
activities which it requires to exam ne during an eval uation
visit to the accreditation authority. The full content of this
programis wll be presented in that docunent.

6.9.2.8 The program and nom nations of the various officers to be
involved in an evaluation visit (together with any additi onal
prelimnary or clarifying questions) should be advised to the
other party as soon as practicable and preferably at |east one
mont h before the proposed visit date.

6.9.2.9 For some NELAC recognition agreenent groups, the

sel ection of team | eaders and team nenbers for eval uations are
described in their policies and procedures. Team | eaders should
be experienced staff nmenbers of NELAC accreditation authority's.
Q her team nenbers may, where required, include experienced
techni cal assessors.

6.9.2.10 Each eval uation team should prepare a set of briefing
notes, checklists or questionnaires, detailing their
under st andi ng of the operation of various facets of the NELAC
system (using the topics in this Standard and any ot her rel evant
gui des or specifications), together with the specific questions
whi ch the agency wi shes to raise about the area of the NELAC
systenml s operation.

6.9.2.11 The availability of all key personnel needed for
di scussions during the period of a proposed evaluation visit,
nmust be confirned.
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6.9.2.12 The size of an assessnent teamw || vary, dependi ng on
the size and range of activities of the accreditation authority
bei ng assessed. Normally, there will be at |east two people

i nvol ved, and current practice for assessnent of | arge,
conprehensive authority's is to spend about 10-20 nman days on
eval uations. A typical assessnment schedule is attached as
Appendi x D of this standard.

6.9.2.13 For smaller and special -purpose authorities, less tine
may be needed for evaluation and there nmay be an advantage in
havi ng a speci alist assessor on the teamw th expertise rel evant
to the accreditation authority's scope of activity.

6.9.2.14 It is desirable, wherever possible, to include a nenber
in the teamw th sufficient experience to evaluate the
measur enent support available to the system

6.9.2.15 As part of the preparation, it will also be necessary to
confirmthe availability of suitable |aboratory assessnents
and/or surveillance or reassessnent visits to be wtnessed during
t he course of an eval uati on.

6.9.2.16 The accreditation authority being eval uated shoul d be
given the option to veto use of nom nated nmenbers of the
eval uation team

6.9.3 Conduct of Eval uati ons

6.9.3.1 The objective of NELAC recognition agreenments wll be to
determ ne that | aboratories accredited by the accreditation
authority are technically conpetent in the areas for which they
are accredited and that the conduct of |aboratory accreditation
is in harnony with NELAC practice.

6.9.3.2 For the forner aspect, technical conpetence, the
overriding question is whether or not the accreditation
authority's accredited | aboratories would al so achi eve
accreditation under NELAC s system

6.9.3.3 For evaluation of harnony with NELAC practice, the basic
criteria outlined in the NELAC Standard woul d be used by NELAC,
and woul d include conpliance with the NELAC Standard by

| aboratories accredited under the system bei ng eval uat ed.

6.9.3.4 The audit will involve an initial appraisal of the
docunent ed procedures and policies used by the accreditation
authority for their conpliance with these NELAC criteria. This
woul d be foll owed by eval uation of the inplenentation of those
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procedures and policies, and appraisal of the effectiveness of
the systems accreditation process to accredit technically
conpetent | aboratories that conply wth the NELAC Standard and
any ot her specified technical criteria.

6.9.3.5 The briefing notes, checklists or questionnaires referred
toin Cause 6.9.2.11 of this docunent, should contain all the
topi cs considered essential to be exam ned and appraised prior to
and during a formal audit of the | aboratory accreditation
authority.

6.9. 3.6 Evaluation against the NELAC Standard wll require
exerci se of sone judgnent and perhaps interpretation as it is
unlikely that each topic will be addressed in exactly the sane
way by different accreditation authority. What is required, is
collection of sufficient detailed information on each topic to

al l ow appraisal of the suitability of the practices used by the
other party. Significant differences in approach between
different authorities should not hinder recognition, but they
shoul d be highlighted, as they could affect the |ater preparation
of the witten NELAC recognition agreenent.

6.9.3.7 The steps involved in conduct of an audit are:

(a) initial appraisal of the docunented criteria; policies and
procedures of the accreditation authority as set out in its
qual ity manual, associ ated docunentation and publications
(normal |y conducted agai nst the NELAC St andard);

(b) an on-site evaluation of the inplenentation of these policies
and procedures;

(c) witnessing of conduct of |aboratory assessnents and/ or
reassessnent and surveillance visits by the accreditation
authority to judge whether the applicant and/or accredited

| aboratories are technically conpetent for the tests or
calibrations for which they seek or hold accreditation. This
conponent of the evaluation includes appraisal of the

| aborat ori es agai nst the NELAC Standard and ot her techni cal
criteria or interpretations of the NELAC Standard used by the
accreditation authority.

6.9.3.8 After exam nation of documentation, the team | eader
shoul d confirmthe detail ed programfor evaluation and the
avai lability of key personnel.

6.9.3.9 The team | eader should then provide all team nenbers with
appropriate checklists, questionnaires and background information
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on the accreditation authority and indicate specific aspects
whi ch shoul d be eval uated by individual team nenbers. Any
standar di zed questionnaires and checklists used shoul d be
provided to all team nenbers, prior to the audit.

6.9.3.10 The team | eader should indicate to team nenbers the
overall division of work responsibilities to be used during the
audit, together with appropriate estimates of tinme needed for

t hese tasks, and the needs for, and timng of, any team neetings
to be held throughout the course of the audit.

Openi ng Meeting

6.9.3.11 The on-site audit of the accreditation authority should
commence with an opening neeting involving the senior managenent
of the accreditation authority. Its purpose is to:

(a) confirmthe objectives of the audit and the scope of
activities to be covered,

(b) confirmthe audit programincluding the on-site w tnessing
of | aboratory assessnents; and

(c) to nmake arrangenents for reporting the outconmes of the audit
(usually presented at an exit neeting ( see C ause 6.9.3.2).

Adm ni stration Aspects of the Authority

6.9.3.12 The next stage of audit after the opening neeting wll
normal Iy involve detailed eval uation of the adm nistration of the
authority. This involves a process of discussions and interviews
with the full-tinme head of the program and exam nation of the
authority's inplenentation of its docunented policies and
procedures to determ ne conpliance with the NELAC Standard. This
woul d include evaluation of the follow ng adm nistrative

el enent s:

(a) that the accreditation criteria of the agency include, at

| east, conpliance of accredited |aboratories with the NELAC

St andar d;

(b) the scope of the system

(c) non-restriction of access to the system

(d) the corporate or legal status of the accreditation authority;

(e) the financial stability, sources of funds and resources of
the accreditation authority;
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(f) the availability and backgrounds of technical staff;

(g) the organi zational structure and responsibilities of
i ndi vi dual staff;

(h) the effectiveness of the authority's quality system

i ncluding quality manual, docunentation control, internal audits
and quality systemreviews and the role of the designated quality
manager or officer;

(1) the roles of the governing authority and external commttees
and their relationships to the full-tine head of the program

(j) the procedures for the selection, training, contracting and
appoi nt nent of assessors;
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(k) the procedure for maintaining records of assessors and their
usage;

(I') the procedures for maki ng and processing applications;

(m the procedures for preparation and issuing of assessnent
reports;

(n) the procedures for granting, maintaining, suspending,
wi t hdrawi ng and reinstating accreditations;

(o) the policy for preparation of accreditation schedul es;

(p) the procedure for maintaining records of each applicant and
accredited | aboratory;

(q) the procedures for ensuring confidentiality by staff,
assessors and external conmmttees where applicabl e;

(r) the procedures for dealing with conplaints and di sputes;

(s) the availability of accreditation criteria docunentation and
assessnent procedural docunentation to technical staff of the
accreditation authority and external assessors or experts;

(t) the procedure by which | aboratories may appeal against the
deci sions of the accreditation authority;

(u) the relationships with technical and other organi zations in
t he country;

(v) the existence and content of recognition agreenents with
ot her | aboratory accreditation bodies;

(w) the conditions for the use of the authority's | ogo or
reference to accreditation by the |aboratory;

(x) the policies and procedures for use of proficiency testing
data by the accreditation authority, for:

(1) proficiency tests conducted by the accreditation
authority; and

(1i) proficiency tests conducted by other authorities
(itncluding any criteria for use of external prograns).

(y) The policy for mandatory (or otherw se) involvenent of
accredited | aboratories in proficiency testing prograns;
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(z) the policy on use of proficiency testing data for granting,
or mai ntenance of accreditation.

Laboratory Eval uati ons

6.9.3.13 A maj or conponent of the evaluation will be the

w tnessing of conduct of assessnents of |aboratories by the
accreditation authority. This should involve, wherever
practicable, witnessing of both initial assessnments of

| aboratories seeking accreditation and attendance at reassessnent
and/ or surveillance assessnents of |aboratories already hol ding
accreditation.

6. 9. 3. 14 The purposes of w tnessing assessnents are to confirm
t hat :

(a) the assessors are properly briefed to conduct assessnents,

(b) that assessnent teans are using the criteria and procedures

of the accreditation authority (including appraisal against the

m ni mum requirenents of the NELAC Standard and any suppl enentary
technical criteria); and

(c) that the assessnent teans are effective in determ ning and
recording/reporting the technical conpetence of |aboratories for
the tests for which accreditation is sought or held and are
effective in identifying any nonconpliances wth the requirenents
for accreditation.

6.9.3.15 Normally, for a conprehensive systemit wll be
desirable to wtness at |east three and preferably four
assessnments as part of an audit. This will normally nean that the
audit teamw |l need to split up to visit separate assessnents
during the course of an audit.

6.9.3.16 It is essential that the audit team nenbers act as
observers only during attendance at assessnents. This is to avoid
i nfluencing the performance and procedures of the assessors and
the responses of |aboratory staff. Any of the audit teams
observations on the assessed | aboratories, the assessors or the
accreditation authority's practices, should only be provided to
the accreditation authority's representatives after the
assessnent.

6.9.3.17 Part of the appraisal of on-site assessnments should
i ncl ude consi deration of any gui dance docunents avail abl e for
assessors, together with any supplenentary criteria or rules
needed to eval uate | aboratories covered by the agency under
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evaluation; or to determ ne assigned uncertainties of measurenent
etc.

6.9.3.18 If the accreditation authority's arrangenents incl ude
apprai sal of approved signatories or the use of nmeasurenent audit
devices or other practical tests during assessnents, these
aspects should al so be audited.

6.9.3.19 The roles and interactions of external assessors wth
any full-tinme assessors enployed by the accreditation authority
shoul d al so be evaluated in accordance with the documented
procedures of the accreditation authority.

6.9.3.20 The audit team should al so exam ne the procedures used
to report the findings of assessnent teans and to ensure that
corrective actions are carried out within required tinme-scales.

Criteria Evaluation

6.9.3.21 Either before the on-site audit, or during the course of
the audit, the team should exam ne the published accreditation
criteria of the accreditation authority to establish whether it
is sufficiently detailed to evaluate the technical conpetence of

| aboratories in the fields in which accreditation is avail able.
This will include evaluation of the accreditation authority's
criteria against the m ninmumrequirenents of the NELAC Standard,
but will normally be expected to be supported by the availability
of interpretations or supplenentary criteria for specific fields
of testing in which the authority operates.

Measur ement Support

6.9.3.22 Traceability of calibrations to national or

i nternational standards of neasurenents is a fundanental

requi renent of the NELAC Standard. Traceability to the
appropriate standards or access to other appropriate national
standards should forma significant conponent of the eval uation.
The use of accredited calibration | aboratories by the testing

| aboratories covered by the authority should be exam ned in
detail.

6.9.3.23 Wen traceability to national or international standards
of measurenent is not applicable, the team should check that

| aboratories are required to provide satisfactory evi dence of
correlation or accuracy of test results (for exanple, by
participation in a suitable programof inter-|aboratory

conpari sons or by the use of suitable reference materials).
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6.9.4 Eval uati on Fi ndi ngs and Report

6.9.4.1 The audit team shoul d make provision in the visit program
for time, while the teamis together, to prepare a draft of the
final report to be presented to the accreditation authority. This
draft should be prepared from observations nade and agreed by the
team during the audit.

6.9.4.2 Normally, the team should prepare a short summary of the
report indicating the main findings. This should be signed by al
the team nenbers and presented to the accreditation authority
bef ore departure.

6.9.4.3 The team | eader should al so present a nore detailed
verbal summary of the content of the final report to the
accreditation authority at the final neeting at the end of the
visit. The team | eader should give the accreditation authority
opportunity to coment on and di scuss the teans findings and
cl ear up any m sunderstandi ngs that may have ari sen.

6.9.4.4 After the visit the audit team | eader should conplete the
report and, subject to the approval of the final draft by the
team nenbers, submt it to the accreditation authority as soon as
possi ble. It should highlight clearly any apparent
non-conpliances (as interpreted by the evaluation team with the
requi renents of the NELAC Standard and the accreditation
authority's own docunented requirenents.

6.9.4.5 The accreditation authority should be given the
opportunity to correct any m sunderstandi ngs or errors appearing
in the report.

6.9.4.6 The final report should be copied to all parties
participating in the audit.

6.9.4.7 Appendi x E provides an exanple format for an Eval uation
Report.

6.9.5. Compl eting a Recogni tion Agreenent

6.9.5.1 Before an agreenent is finalized, it will be necessary
for both parties under a proposed recognition agreenment to
respond formally on any actions resulting fromthe respective
findings fromthe audit.

6.9.5.3 The final text of an agreenent needs to be agreed between
the recognition partners. For sonme agreenents the text is
st andar di zed. Al though each agreenent may need to take into
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account special circunstances, it is desirable that the text of
recognition agreenents between | aboratory accreditation
authorities and NELAC be as consistent as possible and Appendi x C
to this standard provides an exanple of the text of the existing
agr eement .



NELAC

Accrediting Authority
Revision 1
November 28, 1995
Page 34 of 35

6.9.5.4 As a mininmnum it is recomended that the text of NELAC
recognition agreenents include the follow ng fornmat:

(a) Purpose
Expl ai ning the aimof the agreenent
(b) Background

A brief description of the key features of the agency covered by
t he agreenent.

(c) Understanding

A list of the obligations of the authority to the agreenent with
NELAC, nornmal |y declaring equival ence of confidence in the
authority's inplenmentation in its respective region; the

w I lingness to pronote authority acceptability of NELAC

St andards; to resolve any differences between | aboratories; to
exchange information and literature etc.

(d) Nanme and Address of Parties
(e) Liaison Oficers

Identifying the staff in the respective authority and NELAC who
will be primary contact points for matters com ng under the
agreenent .

(f) Period of Agreenent
Four to five years is typical for existing agreenents
(g) Appendix (Optional) - Conparison of Practices and Criteria

A summary analysis of the simlarities and differences in
practice of the authority to the NELAC Standard. (This could be
an i nportant conponent of sone agreenents - and is a recognition
t hat al though different techni ques m ght be used for certain
aspects of their operations, all parties accept that the end
result is a conparable |evel of confidence in each systems
operation).

6. 9. 6. Mai nt ai ni ng Agreenents
6.9.6.1 After conpletion of a NELAC recognition agreenment, it

w Il be essential for NELAP to be kept informed of any
significant changes in the operating practices or circunstances
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of the accreditation authority. Wiile nuch of this type of
information may be transmtted in direct correspondence between
the parties or through personal contact in a forum such as NELAC,
there should be a structured approach to transfer of certain
types of information.

6.9.6.2 Informati on which should automatically be transmtted to
NELAP, i ncl udes:

(a) the authority's quality manuals and all technical criteria
bookl ets, technical notes, nontechnical criteria or regulations,
all policy statenents or guidance notes for |aboratories, and
assessors;

(b) copies of directories of accredited | aboratories and periodic
updat es;

(c) newsletters and annual reports, including annual accounts;
and

(d) copies of typical summary reports of proficiency testing
progranms, particularly where |aboratories in several sister NELAC
menber authorities are involved in a specific program

6.9.6.3 In addition to the above published information the
accreditation authority should ensure that NELAP is inforned
i mredi ately if:

(a) there is a change in the nane of the organization or its
| egal or corporate status;

(b) it enters into agreenents with other parties or term nates
agreenents with other parties;

(c) its Head or key senior staff are repl aced;

(d) there are any significant expansions into new areas of
accreditation activity; or

(e) there are significant changes in the node of operation of the
authority, and particularly, the mechani sns for appraisal of
| abor at ori es.

6.9.6.4 Each agreenent should nom nate a contact person or
liaison officer for transfer of information between the parties
to an agreenent, to ensure a consistent channel of communicati on.

6.9.6.5 If individual staff of NELAP or the authority
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accreditation correspond with individuals in the other, normally
a copy should also be sent to the liaison officer specified in
t he agreenent, as sone technical and adm nistrative questions may
require wi der dissemnation wthin the receiving organization

6.9.6.6 For sonme scopes, it nmay be feasible to have joint
participation in proficiency testing prograns. These could be
organi zed by either NELAP or the authority accreditation.

6.9.7. Formal Mbnitoring and Re-eval uati ons of Agreenents

6.9.7.1 Once an agreenent has been finalized and a pattern of
regul ar interchange of information has been established, it wll
be necessary for periodic reviews to be conducted of the
authority's system

6.9.7.2 The period between re-eval uations should be agreed

bet ween the NELAP and the authority and stated in the agreenent.
(Typical ly agreenents have set fornal periods of four years
between reviews). Earlier reviews may be appropriate if there are
significant changes in the adm nistration, finances, operational
practices or scopes of accreditation coverage of the authority,

or if there is a conpelling reason to doubt the continuing
effectiveness of the authority's program

6.9.7.3 A formal re-evaluation should consider all of the
aspects investigated during the negotiation of the initial
agreenent. Smaller teans nmay be required for the re-evaluation
process. However, the sanme |levels of seniority will apply to the
staff used in re-evaluations. The authority should be willing to
be subjected to re-evaluation at simlar intervals.

6.9.7.4 Formal re-evaluations of the authority al so provide an
opportunity to review the useful ness of NELAP agreenents.
Accordingly, all authorities should attenpt to collate
informati on on the specific use of the agreenent by | aboratories
and organi zations in their respective regions for review at the
NELAC. These experiences will then be shared during the

re-eval uation process together with discussion of any significant
probl ens arising out of an agreenment or its inplenentation.

6.9.8 O her | ssues

6.9.8.1 Authorities maintaining NELAP recognition agreenents
shoul d establish whether there are any additional issues or
requi renents that may need to be considered when negotiating an
agreenent. Sone of these other issues may include for exanple:
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and t he

(b) The respective policies of the authorities on accreditation

of | aboratori es,

to accredit

| aboratories in each other's regions

particularly if they have accredited or intend
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APPENDI X A

Typical Timetable for a conprehensive Authority Evaluation Visit
(by a Team of at Least Two)

Before Visit

Aut hority's docunentation is exam ned by team nenbers and
guestions prepared.

Al l ocation is made of specific evaluation tasks to individual
t eam nenbers.

A team neeting i s conducted before on-site assessnent.

Day 1 At offices of accreditation authority presentations by
team | eader outlining ainms, objectives and procedure to be
adopted by audit team background presentation on authority's
operation by senior staff of accreditation authority; discussions
with staff of accreditation authority on its admnistration, and
its quality systemand its inplenmentation.

Day 2 Attendance as observers at |aboratory assessnment visit(s):
typically one or two nenbers of team at one | aboratory with
accreditation authority's assessors and two at another; or one

t eam nenber at each of two assessnents.

Day 3 Attendance as observers at | aboratory reassessnent or
surveillance visit(s): typically one or two nenbers of team at
one | aboratory with accreditation authority's assessors and one
or two at another, or one team nenber at each of two reassessnent
or surveillance visits.

Day 4 Audit of authority's assessor training, mneasurenent
support and proficiency testing activities plus any
adm ni strative aspects not covered on Day 1.

Day 5 Conpletion of summary of report conpletion of draft final
report* presentation and di scussion of findings to accreditation
authority at offices of accreditation authority*. Each evening
the team shoul d assenble at their hotel and discuss the day's
findings as recorded on checklists and questionnaires and then
prepare a draft report.

Post - eval uati on

Team | eader should conplete the report, checking its accuracy
with team nenbers and submt it to the authority that has been
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eval uat ed.
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APPENDI X B
Contents of Audit Reports

It is reconmended that audit reports follow a format simlar to
the foll ow ng:

1. A cover page-identifying team| eader, team nenbers, dates of
audit and organi zations invol ved.

2. A summary page - prepared and signed by team nenbers and
handed over to the accreditation authority on the |ast day of the
audit visit. This should contain the main concl usions and
recomended actions needed to conclude an agreenent.

3. An introduction-reason for audit, participants, criteria
agai nst which audit is perforned, activities undertaken during
audi t, provision of docunentation and transl ations, planning of
| aboratory visits and object of report.

4. A history of the accreditation authority under eval uation,
i ncl udi ng:

Rel ati onship to governnent, responsibilities, managenment, nunbers
of accreditation, staffing | evels and agreenents with other
authorities.

5. (Cbservations on adm nistration of system

Covering conpliance with the NELAC Standard. Comrents shoul d
fol |l ow headi ngs of NELAC Sections 6.1 -6.7.

6. (Qbservations on the assessnent of the authority's techni cal
criteria (against the NELAC Standard and suppl enentary criteria)
providing details of exam nation of the accreditation authority's
technical criteria and gui dance docunents.

7. (Qbservations on evaluation of the performance of assessors
used by the system including observations made at visits as
conpared with the NELAC Standard and on organi zation of visits,
conpliance by | aboratories traceability in |aboratories,
non-conpliance reporting and assessnent reports.

8. (Observations on use of proficiency testing by the
accreditation authority.

9. (Observations on neasurenent support, including the regional
infrastructure avail able and its perceived effectiveness.
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10. \WWere appropriate, conpliance with any ot her standards in
addition to the NELAC St andard.

11. Summary

12. Appendi ces

Li st of docunents supplied before eval uation
Details of visit program

M scel | aneous materi al
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APPENDI X C

Typi cal Content of a NELAC Recognition Agreenent
Bet ween Laboratory Accreditation Authority s and NELAC

1. Agreenent
Accreditation Authority Recognition AGREEMENT

The Accreditation Authority denotes the {to be defined} who are
responsi ble for operating accreditation systens for testing In
{to be defined}.

The criteria for the operation of accredited testing |aboratories
and for the operation of the recognized accreditation authority
are specified in the {to be defined}.

The cooperation of the NELAP for testing started formally In {to
be defined} and is based on the NELAC Standards. An ongoi ng
program of cooperation has been set up which is ainmed at
establ i shing confidence between authority's, so that agreenents
can be entered into that recogni ze the technical equival ence of
the operation of their accreditation systens for testing

| abor at ori es.

Thi s docunent sets out the terns of the Agreement in Section 1
and contains the signatures of the authorized representatives of
NELAC and the Accreditation Authority that operate recogni zed

| aboratory accreditation systens for testing and are party to the
Agr eenent .
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RECOGNI TI ON AGREEMENT

1. This Agreenent is based on the results of the eval uations
carried out in accordance with the NELAC Standard Section 6
Accreditation Authority.

2. The parties entering this Agreenent are the accreditation
authority in the {to be defined} and NELAC that have signed the
Agreenent on behalf of the accreditation systens for testing for
whi ch they are responsible.

3. On the basis of the equival ence of the operation of the
Accreditation Authority, hereinafter also referred to as
"Systen(s)", hereby declared, each signatory to this NELAP
Agreenent states that his/her agency wll:

(I') recognize the operation of the other Systens by the
accreditation authorities that are Signatories of this NELAP
Agreenent as equivalent to its own;

(I'l') recomend acceptance on an equal basis with those of its
own accredited testing | aboratories of the Test Reports and Test
Certificates fromthe testing | aboratories that are accredited by
the other accreditation authorities that are Signatories to this
NELAP Agr eenent ;

(1) pronmote the acceptance of Test Reports and Test
Certificates of accredited | aboratories of Systens that are
operated by the accreditation authorities that are Signatories to
this NELAP Agreenment by all users in its own state;

(I'V) investigate all conmplaints by a Signatory to this NELAP
Agreenent resulting from Test Reports and Test Certificates
i ssued by the accredited | aboratories of its own System

(V) notify all other Signatories as soon as possible of any
significant changes that have or will occur in the status and/or
operational practices of its own accreditation authority and
System

4. |If a Signatory wishes to wthdraw fromthis Agreenent for any
reason what soever, NELAP shall be notified in witing not |ater
than six nonths in advance of w thdrawi ng. Upon w thdraw ng of
the accreditation authority, this Agreenent shall be null and

voi d.

6. Any anendnment of the text of the Agreenent shall be made in
accordance wth the rules of procedure of NELAC
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7. This Agreenent consists of three pages and is signed on
behal f of each participating recognized accreditation agency that

operates a recogni zed accreditation systemfor testing
| abor at ori es.

8. This Agreenent has cone into force on {to be defined}.
9. SI GNATORI ES
Aut hori zed Representatives of Nationally Recognized
Accreditation body responsi ble for operating NELAC and of the
Accreditation Authority which are party to the Agreenent.
{to be defined}

{to be defined}



